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CLAIMS 

1. A pharmaceutical fonnulation comprising (3R^aS,6aR)-hexahydrofuro [2,3-b] 
fiiran-3-yl (lS,2R)-3-(I(4-a3iiinopheriyl) salfon>d] (isobutyl) amino]- l-ben2yl-2- 
5 hydioxypropylcarbamatc, or salt, cstcr, polymoiphic and pscudopolymoiphic 

form thereof; in assoctation with a pfaannacGatical carrier, said carrier comprising 
esters of alcohols with C6.12 acids or oils; a hydrqphilic surfactant system; a 
hydrophilic solvent; and a nucleation inhibitor. 

10 2. A pharmaceutical formulation comprising (3It3aS,6aR)-hexahydrafliro [2,34)] 
fiaran-3-yl (lS,2R)-3-[[(4-aminpphenyl) sulfonyl] (isobutyl) amino]- l-bCT25yl-2- 
hydroxyprqpylcarbamate, or salt, ester, polymoiphic andpseudopolymorphic 
iform thereof; in association with a phanDoaceutical cacriCT, said carrier comprising 
esters of alcohols wi^ C6.12 tatty acids or oils; a hydrophilic surfactant sj^tem; a 

1 5 hydrophilic solvent; and a nucleation inhibitor; 

characterised in that the hydrophilic solvent is in a range of 1% (w/w) to 60% 
(w/w), and the nucleation inhibitor is in a rapge of 0.1% (yr/w) to 4% (w/w) of die 
total :formulation. 

20 3. The pharmaceutical formulation according to claim 1 , wherein the esters of 
aloobols witfi C6.12 ^tty acids <»: oils act as a co-sur&ctant 

4. The pharmaceutical formulation according to claim 3, wherein the ratio between 
the hydrophilic surfactant system and the co-surfactant ranges between 6/4 and 

25 9/1, 

5. The pharmaceutical formulation according to any one of claims 1 to 4; wherein 
the esters of alcohols with C6.12 :&tty acids or oils axe selected from propylene 
glycol monocaprylate, lauryl macrogol-32 glyceridesi, and mono- and diglycerides 

30 of Cs-io fatty acids. 

6. The pharmaceutical formulation according to any one of claims 1 to 5, wherein 
the hydrophilic sur&ctant system comprising a mixture of 2 surfactants in a ratio 
of 3:1 to 1:3. 



35 



The pharmaceutical formulation according to any one of claims 1 to 6, wherein 
the sur^tants of tiie hydrophilic sur&ctant system are selected fiom the &oap of 
polyethylene glycol fatty add esters; alcohol-oil transesterification products; 
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polyetltylene glycol glycerol fatty acid esters; polyediyleQe gly<x)l sorbitan fetty 
add esters; polyetbylrae glycol alkyl eth^s; polycdiylenc glycol alkyl phenols; 
poloxamers; mono- and dig^ycerides, polyglyceiized fetty acids; sorbitan fetty 
acid esters, propylene glycol fatty acid esters; lower alcohol fetty acid esters; 
5 sterol and sterol derivatives; sugar ^tcrs; and ionic suifectants. 

The pfaannaceotical fbnnnlation according to any one of claims 1 to 7, wherein 
the surfectants of the hydrophilic surfectant system are selected ftom PEG-40 
faydrogenated castor oil, d-alpha tocopheiyl polyethylene glycol 1000 succinate, 
10 FEG^8 capiylic/c£g)ric glycerides, and mixtures tiiereoC 

9. The pharmaceutical formulation according to any one of claims 1 to 8, wherein 
the hydrophilic solvCTt is a short-chain alcohoL 

15 10. The pharmaceutical formulation according to any one of claims 1 to 9, wherein 

the nuclcation inhibitor is selected &om tiic groi^ of synthetic products; inoiganic 
and mineral products; modified natural polymers; natural polymers; and non- 
polymeric suhstances. 

20 1 1 - The pharmaceutical formulation according to any one of claims 1 to 10, wherein 
the nucleation inhibitor is selected from the polyvinyllactams having a molecular 
weight between 3,000 and 500,000. 



12. The pharmaceutical iformulation according to any one of claims 1 to 10, which 
25 comprises the ethanolate form of (3R,3aS,6aR)-hexahydrofuro [2,3-b] furan-3-ji 

(lS,2R)-3-[[(4-aminopheny]) sulfonyl] (isobutyl) amino]- l-h6nz^-2- 
hydroxypropylcarbamatc; CapryoKS) 90; a mixtorc of Crcmophor SH40 and 
Vitamin E TPGS; Transcutol®, and PVP K30. 



30 13. The pbaimaceutical formulation according to any one of claims 1 to 12, wherein 
the (3R,3aS,6aR)-hexahydrofuro [2,3-b] furanr3-yi (lS,2R)-3-[[(4-aminophenyl) 
sulfonyl] (isobutyl) ainino]-l-henzyl-2-hydrojOTropylcarbaniate, or salt, ester, 
polymorphic and pseudcpolymorphic form thereof is in a range of 5% (w/w) to 
50% (w/w); the esters of alcohols with C6.12 fatty acids or oils is in a range of 2% 

35 (wAv) to 60% (w/w); the hydrophilic surfactant system is in a range of 30% (w/w) 

to 90% (w/w); the hydrophilic solvent is in a range of 2,9% (w/w) to 50% (w/w); 
and the nucleadon inhibitor is in a range of 0.1% (w/w) to 4% (w/w). 
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14. The pharmaceutical formnlation according to any one of claims 1 to 13, ^vdieiein 
the amount of (3R^aS,6aR)-hexalr/diofi]xo flirai>3-yl (lS^R)-3- 
[[(4-aniinophenyl) sulfonyl] (isobutyl) amino]-l-benzyl-2-hydroxyprop5i-- 
caibamate or salt, ester, polymorphic andpseadppolymoiphic form thereof* is 

5 from 50 to 800 mg per unit dose. 

15. The pharmaceutical formulation according to any one of claims 1 to 14, wherein 
the formulation is in a fomi suitable for oral administzation. 



10 16. The pharmaceutical formulation according to claim 1 S, wherein the form suitable 
for oral administration is selected from soft gelatin capsules, hard gelatin 
c£^sules, enteric coated soft gelatin capsules, minicapsules, and synqss. 



17. 

15 



A method for the treatment of HIV infected patients or sufif^ing from AIDS, 
whereby a pharmaceutical formulation according to any one of die preceding 
claims is administered to a patient in the need of such treatment. 



